



































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































Focus Report
New Chemicals Program
PMN Number: P-09-0631

Focus Date: 10/04/2009 11:00:00 PM Report Status: Completed
Consolidated Set:
Focus Chair: Darlene Jones Contractor: Christina Stanley

I. Notice Information
Submitter:
Chemical Name:
Use:

CAS Number: ]

Flame retardant for molded electrical devices. No references were found for the PMN material. All
analogs are flame retardants.

Other Uses:
PV-Max: Kalyr

Manufacture: Import: X

Il. SAT Results

(1) Health Rating: 2 Eco Rating: 3 Comments:

Occupational:  2-3A Non-Occupational: 2 Environmental: 1

(1) PBT:3 2 2 Comments:

I1l. OTHER FACTORS
Categories:

Health Chemical Category: Ecotox Category: |||

Related Cases/Regulatory History:
Health related Cases:

Ecotox Related Cases: Aalogs:

Regulatory History:

MSDS/Label Information:

MSDS: Yes Label: No

General Equipment: rubber gloves/ chemical safety glasses with side shields or chemical safety goggles/ local exhaust
ventilation/ general mechanical ventilation

Respirator:

Health Effects: hazards of this material have not been fully investigated/ not expected to be acutely toxic/ exposure

to skin, eyes, and inhalation not expected to be acutely toxic/ mechanical irritation is possible to
the eye and to the mucous membranes if inhaled

TLV/PEL (PMN or raw - ,
material):

No
Exposure Based (Environmental):

IV. Summary of SAT Assessment

Fate:
Fate Summary: P-09-0631

FATE: Estimations for typical [N aterial MW [ EEEGEGEGE




Health:

Health Summary:

Test Data:

Ecotox:
Ecotox Values:
Fish 96-h LC50:
Daphnid 48-h LC50:
Green algal 96-h EC50:
Fish Chronic Value:
Daphnid ChV:
Algal ChV:

Ecotox values comments:

PBT Potential: P3B2

~ces FTE: I

Not absorbed through the skin as the neat material (pchem), poor absorption through the skin if in
solution (analog), poor absorption from the lung and Gl tract (pchem). Concern for mutagenicity
both (+) in a mouse micronucleus assay]; eye
irritation based on submitted test data; dermal sensitization based on reports on workers in 8E
and SEjjjfjfor ; heritable
mutagenicity and uncertain concern for male reproductive toxicity based on effects at 5000 and
10,000 mg/kg in an ip dominant lethal assay with
Also concern for "slight™ effects to the pituitary, pancreas,
adrenals, blood, kidney, liver, and thyroid in various 28 - 106 day studies with Pyro-chek 77B
[lowest LOAEL =100 ppm (13.7 mg/kg) in a 28-day feeding study in rats]; and oncogenicity
based on , some evidence in male and female rats,
equivocal evidence in male mice, and no evidence in female mice].

(-) Salmonella with and without activation; (-) E. coli with and without activation; (-) for
chromosome aberrations in V79 cells with and without activation; rat oral LDO = 2000 mg/kg; no
skin irritation in rabbits; mild eye irritation in rabbits; (-) for skin sensitization in a mouse local
lymph node assay up to 25% ai; rat 28-day oral NOAEL = 1000 mg/kg (highest dose tested)

*(P) 0.0034(M)
*(P) 0.0011(M)
*(P) 0.006(M)
*(P)

*(P)

*P)

Predictions are based on SARs for neutral organic chemicals; SAR chemical class = aryl halide;
MW 656 (most abundant congener); log Kow = 10.1 (EPI); pH7; effective concentrations based
on 100% active ingredients and nominal concentrations; hardness <180.0 mg/L as CaCO3; and
TOC <2.0 mg/L;

This PMN came with ecotoxicity data. Attached spreadsheet showsdetails. Below are conclusions:

All three tests are considered valid. The OECD Difficult to Test Substance guidance document was
consulted in the preparation of the test material and it was decided that it was not possible to obtain
a testable solution of the PMN material using traditional methods of preparation due to the
insolubility of the test compound. The test solution was prepared in tetrahydrofuran and analyzed
centrifuged and non-centrifuged to determine the total amount of test material present. Chemical
analysis of the centrifuged test preparations showed measured concentrations lower than the 0.004
mg/L nominal target concentration. This was considered to be due to the differences in media or
sampling techniques used to remove the supernatant after centrifugation.Therefore, concentrations
are considered as time-weighted mean measured or geometric means depending on the toxicity
test. The species observed to be most sensitive to exposure of the PMN substance is daphnia
therefore the concern concentration is derived from the 48-hr acute LC50 for daphnia of 0.0011



mg/L. The concern concentration is determined be dividing this value by an acute -to-chronic ratio
of 10 to yield 0.00011 mg/L which is then divided again by an assessment (uncertainty factor) of
ten to yield 0.011 pg/L. This value is rounded to the nearest whole value to yield 1 pg/L or 1 ppb.
The PMN P09-0631 is of high concern for aquatic toxicity.

Ecotox Factors:
Assessment Factor: 10

Concern Concentration: 1






V1. Focus Decision and Rationale

Regulatory Actions
Regulatory Decision:
Type of Decision:

Rationale:

PMN Ban Pending Upfront Testing Decision Date:  10/04/2009

POP-09-631 will be regulated under the TSCA section 5(e) categories for
neutral organics (ecotoxicity and environmental fate) and PBT (health,
ecotoxicity, and environmental fate). The PMN will also be regulated under
the for human health concerns (PBT). Human health
concerns were moderate due to concerns for mutagenicity, eye irritation,
dermal sensitization, heritable mutagenicity, uncertain concern for male
reproductive systems, "slight" effects to the pituitary, pancreas, adrenals,
blood, kidney, liver, and thyroid, and oncogenicity. The Inhalation Monitoring
Criteria for the Pilot Program were met for

e EAB persistant exposure based
criteria were also met for inhalation dose: mg/kg/d. Ecotoxicity
concerns were high and risks are from releases to water where the 1.00 ppb
COC was exceeded days/yr (SWC The
PBT score for this submission is P3B2T2. Testing to address the risk-based
concerns for PBT will follow the 5(e) category requirements. The chronic fish
study should be performed on the rainbow trout. If the PMN substance proves
not to be a PBT then testing should be performed to address the ecotoxicity
and environmental fate concerns under the category for neutral organics. If the
PMN substance is shown to be a PBT and all of the testing under the PBT
category is complete, then the company must perform the OECD 308 test to
address the concerns for the neutral organics category. To address the
concerns for ecotoxicity and environmental fate under the 5(e) category for
neutral organics the tests will include the daphnid chronic toxicity test (OPPTS
850.1300), fish early-life stage toxicity test (OPPTS 850.1400) with rainbow
trout, and an aerobic and anaerobic transformation in aquatic sediment systems
(OECD 308). To address the exposure-based human health concerns the testing
will be the Mammalian Erythrocyte Micronucleus Test (Intraperitoneal route)
(OPPTS 870.5395) and the combined repeated dose toxicity study with
reproduction/developmental toxicity screening test (OECD 422) modified by
extending the exposure period to 90-days. Depending on the results of the
OECD 422 a combined toxicity toxicity/carcinogenicity study may be
required.

SWC: 7.22 ppb
DW: LADD: 4.02E-06 mg/kg/d, ADR: 3.52E-04 mg/kg/d
Fish: LADD: 7.10E-06 mg/kg/d, ADR: 1.05E-03 mg/kg/d

>cOC (1.00 ppb) | /v



P2 Rec Comments:

Testing:

Final Recommended:
Health:

Eco:
Fate:
Other:

LADD: 1.48E-05 mg/kg/d, ADR: 5.07E-04 mg/kg/d

LADD: 1.64E-04 mg/kg/d, ADR: 1.41E-02 mg/kg/d

mouse micro-nucleus combined repeated dose study extended to.
days of exposure (OECD 422)
OECD 308



SAT Report
PMN Number: P-09-0631
SAT Date: 9/25/2009
Print Date: 2/24/2015

Related cases: -

Health related cases:

Ecotox rlatd cases: Analogs: [

Concern levels:

Type of Concern: Health Eco Comments

Level of Concern: 2 3
Persistence Bioaccum Toxicity Comments
3 2 2
Awaiting
Human Health
Entry
Awaiting
Human Health
Entry
Awaiting
Human Health
Entry
Exposure Based Review:
Health:
Ecotox: No
Routes of exposure: Health: Dermal Drinking Water Inhalation
Ecotox: All releases to water
Fate: ;
Keywords:
Keywords:

Summary of Assessment:

Fate:
Fate Summary: P-09-0631

FATE: Estimations for typical [N material MW |G




Health:
Health Summary: Not absorbed through the skin as the neat material
(pchem), poor absorption through the skin if in solution (analog), poor absorption from the lung

and Gl tract (pchem). Concern for mutagenicity
both (+) in a mouse micronucleus assay]; eye irritation based on submitted test data; dermal
sensitization based on reports on workers in and fo
heritable mutagenicity and uncertain concern for
male reproductive toxicity based on effects at 5000 and 10,000 mg/kg in an ip dominant lethal
assay with Also concern for
"slight" effects to the pituitary, pancreas, adrenals, blood, kidney, liver, and thyroid in various 28
- 106 day studies with 77B [lowest LOAEL =100 ppm (13.7 mg/kg) in a 28-day
feeding study in rats]; and oncogenicity based on , some
evidence in male and female rats, equivocal evidence in male mice, and no evidence in female
mice].

Test Data: (-) Salmonella with and without activation; (-) E. coli
with and without activation; (-) for chromosome aberrations in V79 cells with and without
activation; rat oral LDO = 2000 mg/kg; no skin irritation in rabbits; mild eye irritation in rabbits;
(-) for skin sensitization in a mouse local lymph node assay up to 25% ai; rat 28-day oral
NOAEL = 1000 mg/kg (highest dose tested)

Ecotox:
Test Organism| Test |Test End Predicted Measured Comments
Type [Point
fish| 96-h LC50 * 0.0034
daphnid| 48-h LC50 * 0.0011
green algal| 96-h EC50 * 0.006
fish _ chronic value *
daphnid _ chronic *
value




algal _ chronic
value
Sewage Sludge| 3-h EC50
Sewage Sludge _ Chronic
Value

Ecotox Values Comments:

Factors|Values

Comments

Assessment Factor|10

Concentration of Concern|1
(ppb)

SARs
SAR Class
Ecotox Category

Results do not agree with ECOSAR
predictions based on th
of the substance and because of the

use of the

However, because this substance is a

are inherent toxicity concerns for
aquatic organisms. The measured data,
despite the test material being
prepared via the use of a disperant,
will determine toxicity.

Ecotox Factors Comments:

SAT Chair: L Keifer 564-8916



INITIAL REVIEW ENGINEERING REPORT e
P-09-0631
Focus Ready Draft 10/4/2009 11:00:00 PM

ENGINEER: Avcin\ DDH

PV (kaiyr): |

Revision Notes/Assessment Overview:

susMITTER: | - (s bnitte)

USE: Flame retardant for molded electrical devices. No references were found for the PMN material. All analogs
are flame retardants.

MSDS: Yes LABEL: No

Gen Eqpt: rubber gloves/ chemical safety glasses with side shields or chemical safety goggles/ local exhaust
ventilation/ general mechanical ventilation
Respirator

Health Effects: hazards of this material have not been fully investigated/ not expected to be acutely toxic/ exposure
to skin, eyes, and inhalation not expected to be acutely toxic/ mechanical irritation is possible to the eye and to the
mucous membranes if inhaled

TLV/PEL: - y

LVE PPE:

CRSS: (9/23/2009 11:00:00 PM):
Chemical Name:

S-H20:
VP:
MW I

Submitted and estimated

physical properties are on page 6 of this report.

Consumer Use: .

SAT (concerns): (9/24/2009 11:00:00 PM):

Migration to groundwater:
PBT rating: P3 B2 T2



Health: 2, Dermal, Drinking Water, Inhalation
Eco: 1, No releases to Water

OCCUPATIONAL EXPOSURE RATING: 2-3A

NOTES & KEY ASSUMPTIONS:
Generated by the 06/07/2005 version of ChemSTEER. The submitter was called; see contact report. The PMN is
import only, therefore, manufacturing was not assessed. /// The PMN is used as a flame retardant for molded
electrical devices. [

This IRER assessed dermal exposures per SAT requirements.

POLLUTION PREVENTION CONSIDERATIONS:
None.

P2 REC:

EXPOSURE-BASED REVIEW: ] |IIEGIN)



P-09-0631

Proc/Use: Flame Retardant in Plastic Products

Number of Sites/Location: [] submitter site(s)

unknown site

unknown site

Basis: Submission estimated]] sites, ] d/yr, imported in|li 0r¥<g bags. CEB assumes|[JJJj kg bags.

Process Description: Imported PMN [ |

- per CRSS), submission

ENVIRONMENTAL RELEASES ESTIMATE SUMMARY
IRER

Output 2: kg/site-day over [JjJj day/yr from ] sites or || ko/yr
to: Landfill (technical contact)
from:

Output 2: I kg/site-day over [ day/yr from [sites or
0

Output- kg/site-day overl day/yr from ] sites or i ko/yr

to:

RELEASE TOTAL
o

OCCUPATIONAL EXPOSURES ESTIMATE SUMMARY

Tot. # of workers exposed via assessed routes: I
Basis:

Inhalation:



Exposure to Particulate

Upper Bound: ] mo/day over [l days/yr
Number of workers (all sites) with ;|
Basis I

INHALATION MONITORING DATA REVIEW

1) Uncertainty (estimate based on model, regulatory limit, or data not specific to industry): -
2) (a) Exposure level > 1 mg/day” [Jjjj

(b) Hazard Rating for health of 2 or greater~
Inhalation Monitoring Data Desired? )

Dermal:

High End: . mg/day over [Jfjdaysyr

Number of workers (all sites) with Dermal exposure: |}
Basis:




October 5, 2009

Chemical ID:

P090631

page

INITIAL REVIEW EXPOSURE REPORT (IRExR)

Reviewer: Delpire

Results Table: Dose, Concentration, and Days Exceeded Results Summary

of

Exposure Scenario’ Water Landfill Stack Air Fugitive Air

Release activity(ies)’; Drinking Water Fish Ingestion 7Q10* PDM
exposure X ADR LADD ADR LADD CcC=1 Days LADD ADR LADD ADR LADD
calculation(s) Exceeded

mg/kg/day | mg/kg/day | mg/kg/day | mg/kg/day ng/l # Days mg/kg/day | mg/kg/day | mg/kg/day | mg/kg/day | mg/kg/day
Proc/Use: max ADR,
max acute eco, PDM, |3.52E-04 | 4.02E-06| 1.05E-03 | 7.10E-06 7.22 . --- 5.07E-04 | 1.48E-05 | 1.41E-02 | 1.64E-04
max LADD

! Exposure scenario titles consist of release activity followed by exposure calculation abbreviation.

*Release activities are from engineering report's Manufacturing (Mfg), Processing (Proc) and Use release activity

labels.

Multiple release activities are combined in one exposure scenario if their releases occur at same location.
3 Exposure calculations are Acute Dose Rate (ADR), Lifetime Average Daily Dose (LADD), and Probabilistic
Dilution Model (PDM). There may be one, two, or all three exposure calculations per exposure scenario.
CC is the aquatic concentration of concern.
* This column displays concentration values for the 7Q10 streamflow, which is defined as the average streamflow of

the 7 consecutive days of lowest flow within a 10 year period.

Remarks:

Results Table: Exposure Based (XB)/Persistent (P2B2) Criteria

Use?

Fate test recommendations: OECD 308 (aerobic and anaerobic transformation in water/sediment)=OPPTS

835.4300 and 835.4400




October 5, 2009 page  of
vimiaL review I
Chemical ID: P090631 Assessor: Delpire
Scenario#:1 Number of _ I
-Activity: Proc/Use: max ADR, max acute eco, PDM, max LADD
B Dccrivvon —— — —] —
Tota [ I H | |
(kg/yr) (kg/yr) (kg/yr) (kg/yr)
(kg/site/day) (kg/site/day) (kg/site/day) (kg/site/day)

Remarks:
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INITIAL REVIEW EXPOSURE REPORT

Chemical ID: P090631

sic-cODE BASED HUMAN AND AQUATIC EXPOSURES TO ||

SIC-CODE DESCRIPTION: POTW (Indust., includes POTWs whicHjj | | | | )

max acute eco, PDM, max LADD

sic-coDE (S): ||} EXPOSED POPULATION: Adult
| -
- | i
__ __ __ ____ __ ___
I
PLANT| %]ILE STREAM FLOW (MLD) STREAM CONC. (ug/l)

TYPE [FACILITY

DRINKING WATER AND FISH INGESTION EXPOSURE ESTIMATES

Drinking Water Results Drinking Fish
Exposure Units Water Units Fish Ingestion Results Ingestion
Units
50% : 10% 50% : 10%
Cancer
LADD, 5.53E-07 |, 4.02E-06 | mg/kg/day | 9.76E-07 | 7.10E-06 mg/kg/day
LADC, 2.83E-05 : 206E-04 | mgL 1.17E-02 : 8 49E-02 mg/kg
Acute
ADR 3.78E-05 | 3.52E-04 | mg/kg/day 1.44E-04 | 1.05E-03 mg/kg/day

SIC Code Comments:
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INITIAL REVIEW EXPOSURE REPORT

Chemical ID: P090631

SIC CODE EXPOSURES TO SURFACE_

RELEASE ACTIVITY: Proc/Use: max ADR, max acute eco, PDM, max
LADD

SCENARIO #: 1

SIC CODE DESCRIPTION
ASSOCIATED SIC CODES: [}

SIC CODE RESULTS

COC (pg/L)

1.00

Remark: COC is exceeded greater than_
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INITIAL
Chemical ID: P090631

I s 11VATES (POST-TREATMENT)

SCENARIO #: 1 RELEASE ACTIVITY:Proc/Use: max ADR, max acute eco, PDM, max

LADD
RELEASE DESCRIPTION:
METHOD OF CALCULATION: Screen3
EXPOSED POPULATION: Adult
Number of Sites: .
ASSUMPTIONS
_ - IFu gitive) ED AT BW Inh.3Rate
(years) (years) (kg) (m’/hr)
Cancer
LADD,, (mg/kg/day) 1.48E-05 1.64E-04 30.00 75.00 71.80 0.55
LADC, (mg/m3) 8.04E-05 8.92E-04 30.00 75.00 NA NA
Acute
ADR,, (mg/kg/day) 5.07E-04 1.41E-02 NA 1 day 71.80 0.55

Inhalation Comments:




October 5, 2009 page  of

Meteorological and Terrain Information:

Surrounding Land Use: Rural
Terrain Height: 0.00 m
Distance to Residence of Interest: 100.00 m
Meteorological Class: Full
Stability Class: NA
Wind Speed: NA

Downwash Information:

Facility Length: NA m
Facility Width: NA m

Facility Height: NA m
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LEGEND FOR NEW CHEMICALS EXPOSURE REPORT

This new chemicals exposure report was prepared by the Exposure Assessment Branch (EAB) of the Economics,
Exposure and Technology Division, Office of Pollution Prevention and Toxics, USEPA.

The goals of these reports are to calculate conservative (protective) estimates of exposure endpoints for consumers,
the general population, and the environment.

For each exposure scenario to industrial releases, the following three endpoints are calculated:
(1) maximum possible acute concentrations and doses
(2) maximum possible chronic concentrations and doses
(3) for water releases > 20 days, the probability of exceedence of the aquatic concentration of concern
These endpoints are identified by abbreviations on the Release Activity line, e.g., (1) max ADR, (2) max
LADD, (3) max PDM. Depending on the release inputs, these endpoints may be calculated and presented on
the same page or different pages. That is, a release activity ID of mfg; max ADR, max PDM, max LADD
indicates that all the exposure endpoints were calculated from common manufacturing release values;
conversely, a release activity ID of mfg &proc; max ADR indicates that only the maximum acute exposure
values were calculated for manufacturing and processing releases that occurred at the same site.

For each consumer product use exposure scenario, whether exposure is to the user directly or to the general
population/environment, the maximum exposure values are calculated and presented together.

In addition to the exposure values above, EPA policy directs that exposure and release values be compared to
criteria threshold values for Exposure-based and PBT Exposure-based cases.

Exposure-based (YX) cases (those with > 100,000 kg/yr production volume)
Criteria are exceeded under the following conditions:

Presence in consumer product with likely exposure

> 3E-3 mg/kg/d exposure via air, fish ingestion or drinking water

> 10,000 kg/yr release to environment (post-treatment)

> 1,000 kg/yr release to water (post-treatment)

Persistent, Bioaccumulative, Toxic (PBT) chemicals of P2B2 rating or higher and production volume > 20,000 kg/yr
Criteria are exceeded as for YX cases, with the following differences:

> 2,000 kg/yr release to environment (post-treatment)

> 200 kg/yr release to water (post-treatment)

Bolding rules in the Report: Values for endpoints above that are also health or eco concerns are bolded.
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